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O'Neill Patent Claims 

1. A therapeutic method for lowering serum lipids or lipid 
components consisting essentially of administering to a human in 
need of such treatment an amount of a single daily dose of niacin 
which is effective to lower the nocturnal levels of a serum lipid 
or lipid component selected from the group consisting of total 
serum cholesterol, total triglycerides, lipoprotein a and 
low-density lipoprotein-cholesterol (LDL-C) , wherein said dose 
of niacin is administered by ingestion of at least one controlled 
release tablet comprising, in admixture, about 5-30 % high 
viscosity hydroxypropyl methylcellulose having a nominal 
viscosity, 2% aqueous solution, of at least about 10,000 cps, a 
methoxyl content of about 7-3 0% and a hydroxypropyl content of 
about 7-2 0%, about 2-15% of a water-soluble pharmaceutical 
binder, about '2-20% of a hydrophobic component and about 30-90% 
niacin. 

2- The method of claim 1 wherein said treatment also 
raises the levels of high density lipoprotein cholesterol 
(HDL-C) . 

3 . The method of claim 1 wherein the single dose of niacin 
is administered with the evening meal of said human or after the 
evening meal of said human but before bedtime. 

4. The method of claim 1 wherein the tablet further 
comprises a coating comprising a water-swellable polymer. 

5. The method of claim 4 wherein the coating of the 
water-swellable polymer is overcoated with an enteric coating. 

6. The method of claim 1 wherein the tablet comprises 
about 50-85% niacin. 



7 . The method of claim 1 wherein the hydrophobic component 
comprises a wax. 




Claims of O'Neill ez al . 
U.S. patent No. 5,268,181 

8. The method of claim 1 wherein the hydroxypropyl methyl 
cellulose has a nominal viscosity, 2 percent aqueous solution, 
of about 50,000-100,000 cps . 

9. The method of claim 8 wherein the hydroxypropylmethyl 
cellulose has a nominal viscosity, two percent solution, of about 
100,000 cps, a methoxyl content of about 19-24%, a hydroxypropyl 
content of about 7-12 percent, and a particle size where at least 
ninety percent passes through a USS 100 mesh screen. 

10. The method of claim 1 wherein the water-soluble 
pharmaceutical binder is selected form the group consisting 
low-viscosity hydroxypropyl methylcellulose which has a nominal 
viscosity, two percent solution, of less than about 100 cps, 
polyvinyl pyrollidone, methyl cellulose, gelatin, starch, 
sucrose and lactose. 

11. The method of claim 1 wherein the tablet is a 250 mg 
tablet, a 500 mg tablet, a 7 50 mg tablet or mixtures thereof. 



